ALLERGY- diphenhydramine hydrochloride capsule
Mckesson

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

DIPHENHYDRAMINE HCI 25mg, USP

Active Ingredient

(per capsule)
Diphenhydramine HCI 25 mg

Purpose

Antihistamine

Uses

temporarily relieves these symptoms of hay fever or other upper respiratory allergies:

runny nose

itching of the nose or throat

sneezing

itchy, watery eyes

temporarily relieves these symptoms due to the common cold:
runny nose

sneezing

Warnings

Do not use

to make a child sleepy
with any other product containing diphenhydramine, even one used on skin
Ask a doctor before use if you have

¢ abreathing problem such as emphysema or chronic bronchitis
e glaucoma
¢ trouble urinating due to an enlarged prostate gland

Ask a doctor or pharmacist before use if you are taking sedatives or tranquilizers
When using this product

you may get very drowsy

avoid alcoholic drinks

alcohol, sedatives & tranquilizers may increase drowsiness

be careful when driving a motor vehicle or operating machinery

excitability may occur, especially in children

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away. (1-800-222-1222)



Directions
e take every 4 to 6 hours
® do not take more than 6 tablets in 24 hours

Age (Yr) Dose (capsules)
Adults and children 12 years of age and over Take 1 to 2 capsules
Children 6 to under 12 years of age Take 1 capsule
Children under 6 years of age do not use

Other Information
® store at room temperature between 15°-30°C (59°-86°F)
e protect fromlight and moisture

Inactive Ingredients

Benzyl alcohol, Butyl paraben, D&C red # 28, FD&C blue # 1, FD&C red # 40, Edible black ink,
gelatin, lactose, Magnesium stearate, Methyl paraben, polysorbate 80, Propyl paraben, Purified water,
Sodium lauryl sulfate, Starch

Questions or Comments
Call 1-855-314-1850

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL



mark*

NOC 70677-0010-1

allergy

relief
Antihistamine

Bl el e T o B R
DIPHENHYDRAMINE HCI 25 mg

100 CAPSULES

Drug Facls
Aclive ingredient (per capsule)  Purpose
Diphenhydramine HOI 25 mg Antibistaming

Uises temporandy rebeves these symploms of hey
fiever or otiver upger respiratory aflerees;

* gy et = ilchy nose or Throat

= snegzing = jichy, watery eyes

When vsimg thiz produet

= marked drowiness may aocur « avoid alcobolic
drinics « plebal, sedativis & iranquilkers may BORstE
drowziness = be caneful when driving a mator

wehicle or eperating machinery + excitabdity may
occur, especialy in children

If pregrant or breast-leading, ask a health

e al bafare use

Warmings
* D mot wse with any other product containing
diphenfrydramine, even one ussd on skin

* tn maie & chid

Keep out of reach of children, In case of
overdose, oot mexical help or contact a Poison
Control Center right sway. (1-800-222-1222)

Ask a docler belore use if you hove

* glamcoma = trouble urinating due 1o enlsged
proziate gland « a breathing problem such as
anphysishii of chiona: beonchitis

Ask a docted or pharmacis! betere use if yeu
are taking sedatives or tranquilizers.

Directions « tae every 4 to 6 hours

= to nod Lalie more than B capsules in 24 hoars

= Adalts and children 12 years and over taia | o 7 copemnlens
avery d o B bhours « Children 6 o ender 17 years of age: take
1 capsie = Children ender & years of age: Do not use.

READ AND KEEP CARTON FOR COMPLETE WARNINGS AND INFORMATION Mixds in beclin

Aagtupr Quallp Pradas! Dairdiwd Wy MiKpgeas
Gag Peat Sreet, fan Frimizaze, LA BI04
Mty bach Sasnariee

Vil i e SR £

Flidd vk
rurpd i d il ol by Wbl Contmid Hanthas e

Biimian of e Ml FPL, I s off T Fegpotennd I ik Bavmdingd

Py g

i prosihsni i vl



Drug Facts (continued) > > Drug Facs
Keep oul of reach of children. n cise of = | = ey
overisse, et medical help of cantaet a Prisan = = ctive lagre rim;mr Furpuse
Control Center right mway. (1-800-2221222) o - I . pherhpieming MO S g kathituning
Tirections o — , E — Hmm o =
* ke eyery 4 1o 6 hou iemparariy 1 Sympoms due B
« 00 ot take move ian § capsulesin 24 howrs g m 3 g m 3 Myt i g g
s i) Tare rapain) =) o =) o el s e
il ] chiliden |} 1 !
e i s | e 1192 o a q - ; Ir';'rm 1 - Remgurary ks thésé ymgtans ot &
TR I— W x g x The commee cold: * nnay nose * snéezing
e m : | m ; Warnings
m-ﬂﬁm: et 3 . . Do oot use: « to make a child slespy
= - o i * with azy ofber product contsining dipien-
Other information o \ ) L Iyiramice, even tne Used on sin
+ Siore 3t mom temperatue 15°30°C (4°-H6°F) T T B
o protect from gt nd meisture I T ; Ask & tocter betore use if you have
mA ..f m3 =8 » ) breathing problem such a5 emphyiama
Inactive ingredients %gﬂ" . §§§ : or chronic :mmhm ul:gr
Bendyl sloshal, Baty! paraben, DAL red #128, FISC o B Urinafing dee o & prosiale
Mz # 1, FOAC g # 8, i tack ok, Gt 3 ;i' _ % = 3;1# _ A - Brrer _—
Lacizes, Uagecum riaants. Mettyl parsben, §i:s . g z x m g goctr or pharmacist
Pofysortats B Proge parabes, Purffied Watr il o i i - b3 ] If you are faking sedaiives o banquiizers.
- =4 2 3 o EY \ 3
Soutum byl mlfa, Starch = 5 . When using this product
o 1 =] = : b . b
Y ra L] 6 zk R By = Marked drominess may pocur = avoid
umﬁm.WM- mi- ; k= ° E sﬂl ﬂ'l"'i 9 é a';‘ akcotaolic drinks + alcobol, sedatives and
cal 1855311850 T S A e ES TR O 17y R EnenE——
P e iy e e e e | B od m 2 EE pd 0%z m SRR | el when cving ot ety
"":n TR ] i “ = 3 : * é ] H prepnant or brexsd-tesding,
T -11:-:\.1:::-‘:::--&1-':-_“ m 3 E! s = E‘a; E E ..* : - 5’-9’ sk 2 healh provessional befe se. .'
Dd::?:‘liﬂm-rﬂh-q—_’-ifdnﬂintfl

ja1j3.

ABJa"n

srewf

BUILID §S YUYy

s
-
m
Z
I
=
=
§
2
r4
m
I
i}
]
L]
3

NDC 70677-0010-1

ALLERGY
diphenhydramine hydrochloride capsule

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70677-0010

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

DIPHENHYDRAMINE HYDRO CHLORIDE (UNII: TC2D6JAD40) (DIPHENHYDRAMINE - DIPHENHYDRAMINE

UNIL8 GTS82S83M) HYDROCHLORIDE 25mg




Inactive Ingredients

Ingredient Name
BENZYL ALCOHOL (UNI: LKG8494WBH)
BUTYLPARABEN (UNII: 3QPI1IU3FV8)
D&C RED NO. 28 (UNII: 76 7IP0 YSNH)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C RED NO. 40 (UNI: WZB9127X0OA)
GELATIN (UNI: 2G86QN327L)
LACTOSE (UNIL: J2B2A4N98G)
MAGNESIUM STEARATE (UNIL: 70097M6130)
METHYLPARABEN (UNII: A2I8C7HIST)
PROPYLPARABEN (UNIL: Z81X2SC10H)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
STARCH, CORN (UNI: 08232NY3SJ)

Product Characteristics

Color WHITE, PINK Score

Shape CAPSULE Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:70677-0010-1 100 in 1 BOTTLE 11/25/2016

1 1in 1 CARTON; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part341 11/25/2016

Labeler - mckesson (177667227)

Revised: 12/2016

Strength

no score
14mm

AP;020

Marketing End Date

Marketing End Date

Mckesson
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